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Request for Continued Examination 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 16 June 
2005 has been entered. 

Status of the Claims 

1. Applicant has requested cancellation of claims 1-18, and addition of new claims 
19-29. Claims 19-29 are pending, and are examined in the instant action. 

2. All rejections not addressed below have been withdrawn. 

3. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Information Disclosure Statement 

4. Applicant's IDSs filed 26 April 2004 and 16 June 2005 are acknowledged and 
signed copies included herewith. 

Claim Rejections - 35 USC § 112 

5. Claim 19 and claims 20-29 dependent thereon, is rejected under 35 U.S.C. 112, 
second paragraph, as being indefinite for failing to particularly point out and distinctly 
claim the subject matter which applicant regards as the invention. Claim 1, line 9, 
recites "said gas phase is rapidly displaced". The specification (p. 16, lines 4-6) 
indicates that the "air in the container was displaced rapidly by the" nitrogen, but does 
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not define "rapidly". The term rapidly is a comparative term for which no relative basis is 
given. Accordingly the metes and bounds of "rapidly" are not apparent. 

Claim Rejections - 35 USC §112 Enablement 
6. Claims 19-29 are rejected under 35 U.S.C. 112, first paragraph. This rejection is 
maintained for the reasons of record as set forth in the Office Action mailed 3 June 
2004. Applicant has submitted amended claims 19-29 in place of the original claims, 
however the previous enablement rejection applies to the new claims, with the 
exceptions noted below. To the extent that the rejection was made to the scope of all 
"plants", the rejection is maintained . Only claim 29 is drawn to specific plants, wheat, 
barley, corn, sugar beet, sugar cane, potato, brassicaceae, tobacco and legumes; and 
potato is the exemplified plant. 

Applicant's claims are drawn to a method for obtaining unspecified and any 
protein from a transgenic host plant, wherein the plant is unspecified and any plant , 
wherein the gene coding for the protein can be any and all proteins, wherein it is not 
expressed until said plant has been harvested, comprising (a) obtaining a transgenic 
host plant comprising a gene coding for a protein so that the gene is only expressed in 
the presence of a chemical inducer, (b) harvesting the transgenic host plant, (c) 
contacting the harvested plant with the chemical inductor in a reaction container via a 
gas phase surrounding the plant, wherein the gas in the gas phase is rapidly displaced 
by the chemical inductor in its gaseous form, and (d) isolating the protein. Dependent 
claims are drawn to various chemical inductors, inducible promoters inactive under 
aerobic conditions, to the GapC4 promoter, to the use of an inducible recombinase in 



Application/Control Number: 09/889,686 Page 4 

Art Unit: 1638 

the system and to transgenic host plants wheat, barley, corn, sugar beet, sugar cane, 
potato, brassicaceae, tobacco and legumes. 

The 1 12.1 enablement rejection of record (Office Action 3 June 2004, p. 2-7) is 
applied to claims 19-29, for reasons of record, which are repeated in part below. 

Applicant claims are drawn to any plant, any gene encoding a protein, and to any 
and all chemical inductors capable of existing in a gas phase, and any inducible 
promoter. 

Working Examples: Applicant exemplifies a method of obtaining scFv antibody 
protein from a transgenic potato plant, where the transgenic construct uses the maize 
anaerobically inducible GapC4 promoter operatively linked to the cDNA which codes 
for an scFv antibody protein, where tissue is harvested and then is induced by 
treatment with anaerobic conditions for 40 hours (Example 1, pages 14-16, of the 
specification). Applicant teaches of use of inducible recombinase systems in the 
specification. Example 2, p. 16-18, is titled Recombination-mediated post-harvest 
production in transgenic potatoes. 

Applicant traverses saying primarily that the specification lists a number of 
available inducible promoters (Response, p. 5). Applicant traverses saying primarily 
(Response, p. 6) that gaseous inductors suitable for use in the claimed method are 
described in the specification as are inducible promoters and their use in connection 
with chemical inducer are aptly discussed in the specification. Applicant's traversal is 
unpersuasive. Applicants list of inductors that can be used in the gas phase contains 2 
examples: RH5992 (exemplified) and ethylene. Applicant lists inducible promoters 
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suitable (specification p. 9 final H bridging to p. 10); this listing of inducible promoters 
does not comprise adequate guidance for the claimed invention. 

Applicant traverses saying primarily (Response, p. 5) that inducible promoters 
and chemical inducers are amply discussed in the specification, and that therefore 
neither the claimed inducers not promoters requires trial and error experimentation. 
Applicant further asserts that their disclosure fully enables every element of the 
invention as presently claimed. 

Applicant's traversal is unpersuasive. The unpredictability of the system as a 
whole (specific expression regulatory sequences + encoding the specific desired target 
protein + the specific plant + the specific tissue of the plant + environmental 
manipulation of the inducing conditions ), which is the claimed invention, is the issue. 
Whereas a given step may function "perfectly", it is the success the sum of the steps 
which is required to enable the claimed invention of the system. 

As set forth in the Office Action of 3 June 2004, in discussing the Wands factors, 
The state of the art and the unpredictability thereof, the state of the art of chemical 
control of gene expression is unpredictable (Gatz, Chemical Control of Gene 
Expression, Annu. Rev. Plant Physiol. Plant Mol. Biol., vol. 48, pages 89-108, 1997, see 
p. 99, 1 st full 11, and 104, 2 nd full U). The state of the art of post harvest production 
systems for production of desired proteins in plants is that the systems which have been 
described are systems based on the wounding of plant material, which is a system 
which is inducible/induced in both pre- and post-harvest conditions (specification p. 2, 
1 st full IT). 
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Claim Rejections - 35 USC § 102 

7. Claims 19-24 and 28-29 are rejected under 35 U.S.C. 102(e) over US 6,194,201 
B1 issued 27 February 2001, with a 102(e) date of 27 October 1998, for reasons of 
record. This rejection is maintained for the reasons of record as set forth in the Action 
mailed 3 June 2004. Applicant's arguments filed 01 September 2004 have been fully 
considered, but are not deemed persuasive. 

Applicant traverses saying primarily (Response, p. 5) that claim 19 recites a 
harvested plant being contacted with an inductor in a reaction container via a gas phase 
surrounding the harvested plant, the gas phase being rapidly displaced by a chemical 
inductor in is gaseous form. Applicant further asserts that because the '201 patent does 
not teach the reaction container as claimed, nor the rapid displacement of the gas 
phase, it cannot anticipate claim 19. 

Applicant's traversal is unpersuasive. Applicant asserts that the gas phase in 
the Anaerocult system is displace over several hours, that such displacement is 
consistent with the teaching of other part art that only gradual but not rapid 
displacement leads to the hypoxic acclimation necessary for metabolism giving rise to 
production of proteins. Applicant asserts that the prior art teachings do not suggest 
rapid displacement of the gas phase. US 6,194,201 teaches (column 3, lines 48-62) the 
anaerobic induction of plant tissue incubated in an air-tight glass container with 
Anaerocult A. This is exemplified in Applicant's specification (p. 14-1 6) as well as in the 
701 patent. Furthermore, see above, Claim 19 and claims 20-29 dependent thereon, is 
rejected under 35 U.S.C. 112, second paragraph, as being indefinite for failing to 
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particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. Claim 19, line 9, recites "said gas phase is rapidly displaced". The 
specification (p. 16, lines 4-6) indicates that the "air in the container was displaced 
rapidly by the" nitrogen, but does not define "rapidly". The term "rapidly" is a 
comparative term for which no relative basis is given. Accordingly the metes and 
bounds of "rapidly" are not apparent. 

Applicant traverses saying primarily (Response, p. 6) that the Examiner erred in 
considering column 4, lines 31-36 of the '201 patent as the alleged evidence for a post 
harvest production system in sliced potato tubes, saying not anaerobic post harvest 
production system was show, not deoxidizing of the gas phase, no protein was detected 
or isolated. 

Applicant's traversal is unpersuasive. The previous claims have been cancelled 
The present claims are anticipated by the '201 patent (column 3, lines 48-62), which 
teaches a method for obtaining any protein from a transgenic host plant, wherein the 
plant is unspecified and any plant , wherein the gene coding for the protein can be any 
and all proteins, wherein it is not expressed until said plant has been harvested, 
comprising (a) obtaining a transgenic host (potato) plant ('201, column 3, line 53) 
comprising a gene coding for a T4-lysozyme protein so that the gene is only expressed 
in the presence of a chemical inducer (anaerobic conditions) ('201 , column 3, line 48- 
49) , (b) harvesting the transgenic host plant ('201 , column 3, line 59), (c) contacting 
the harvested plant with the chemical inductor in a reaction container via a gas phase 
surrounding the plant ('201 , column 3, line 59-62), wherein the gas in the gas phase is 
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rapidly displaced by the chemical inductor in its gaseous form, and (d) isolating the 
protein. In the process of the anaerobic induction, the plant tissue is placed in the 
reaction vessel ('201, column 3, line 59-62) and induced. The desired protein produced 
upon induction of anaerobic conditions is thus isolated away from plant tissue which has 
not been induced. Since no statement is made of what the insolated" protein is isolated 
from, this physical separation is interpreted to mean "isolated". 

Applicant traverses saying primarily (Response, p. 7) the term "post harvest 
production" refers to induction of expression of foreign proteins after harvest, and the 
term "harvest" refers to removal of the plant of part of it from its previous growing 
environment. Applicant's traversal is unpersuasive. "Post harvest production" is not 
defined in the specification. In the lack of a specific definition of "post-harvest", the term 
is given its broadest reasonable meaning. Webster's gives the meaning of "harvest" as 
being a gathered crop, and "post" means "after", therefore post-harvest is taken to mean 
a crop after being gathered. 

Accordingly '201 anticipates the claimed invention. 



Claim Rejections - 35 USC § 103 



8. 
9. 
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10. Claims 19-29 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
US 6,194,201 as applied to claims 19-24 and 28-29 above, and further in view of WO 
95/00555 (5 January 1995). 
11. 

US 6,194,201 do not teach a method using a LBD (ligand binding domain) 
recombinase system. 

WO 95/00555 (hereafter '555) teaches a method using a LBD (ligand binding 
domain) recombinase system (p. 3, 1 st and 2 nd full 1Js ) where inducible recombinase is 
FLP recombinase translationally fused to the Estrogen LDB and where the recombinase 
is not active until the Estrogen LBD is bound to its receptor in the nucleus (Figure 1 B). 

WO 95/00555 provides motivations to combine use of the LBD-recombinase 
system with the method of obtaining a desired protein of US 6,194,201 (Abstract) saying 
that the LBD-recombinase system provides a practical means to regulate recombinase 
in cells and organisms. 

Given the recognition of one of ordinary skill in the art of the value of using the 
claimed invention in harvested plants, one of ordinary skill in the art would have been 
motivated to use gene expression in post-harvest potato as taught by US 6,194,201 , in 
combination with the LBD recombinase system of WO 95/00555 in order to regulate and 
activate the availability of the anaerobic gene expression to produce T-4 lysozyme in 
post-harvest transgenic potato. Thus the claimed invention would have been prima 
facie obvious as a whole to one of ordinary skill in the art at the time it was made. 
Accordingly, the claimed invention is prima facie obvious in view of the prior art. 
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RE: Claim 24 and 28. The language "induced by compensating the functional 
inhibition of the transcription and/or translation" is unclear and ambiguous. Therefore 
the Examiner interprets these terms to mean turning expression "on" from an "off" state, 
which is what happens when anaerobic conditions induce the GapC4 promoter to 
express the lysozyme protein. 
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Remarks 



12. No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Georgia L. Helmer whose telephone number is 571-272- 
0796. The Examiner can normally be reached on M-Th, 10:30am-6:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Jones can be reached on 571-272-0745. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



Georgia Helmer PhD 

Patent Examiner 

Art Unit 1638- Transgenic Plants 

15 September 2005 
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